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ington, DC 20204, ‘and to the appro-

priate Food and Drug Admimstrampn_

district office specified in §5.215.

[47 FR 17025, Apr. 20, 1982, as amended at 54

FR 24891, June 12, 1989; 61 FR 14479, Apr. 2,
1996; 66 FR 17358, Mar. 30, 2()01]

- PART 107—-;|NFAN.TAFQRMQ%M -

Subpart A—General Provisidns

Sec.
107.3 Definitions.

Subpart B—-Lubellng
107.10 Nutrient information.
107.20° Directions for use ’
107.30 Exemptions.
subpart C—Exempt Infant Formulas
107.50 Terms and conditions. )
" Subpart D—Nutrient Requnrements

107.100 Nutrient specifications.

Subpart E—Infant Formula Recalls

107.200 Food and Drug Admimstratmn-re-
quired recall.

107.210 _Firm- imtxatgd product removals.

107.220 Scope an [
recalls.

107.230 Elements of an infant form la re-

call.
107.240 Notificatio
107.250 Termmatxon
call.
107.260 Revision of an infant fo:
107.270 Compliance with' this su
107.280° Records retention

AUTHORITY: 21 U.8.C. 321, 343 350&, 3’11

qun‘ements

SOURCE: 50 FR 1840, Jan. 14, 1685, unlessw

otherwise noted

subpart A—General Provisions

§107.3 Definitions.

The followmg deflnlflbns shall apply,
in addition to the deﬁmmons contained

) chemicak

effect of mfant formula.,

fant formula re-

21 CER Ch. | (4-1-01 Edition)

otherwise have unusual medical or die-

tary problems.

Manufacturey. A m
person who prepa.res
otherwise changes the physical or
teristics of an infant

ufacturer is a =
onstitutes, or

formula or packages the mfant formula, R S

in containérs for distrib

References. References in this part to

regulatory sections of the Code of Fed-

eral Regulations are to chapter I of

title 21, unless otherw;seﬂnovtedq
(50 F'R, 48186, Nov. 22, 1985]

subpart B—Labeling

§107 10 Nutrient mformatlon. o

(a) The labeling of infant formulas,
as defined in section 201(aa) of the Fed-
eral Food, Drug, and Cosmietic Act,
shall bear in the order’ given, in the

units specn”ied and in tabular format,

the following information regarding

the product as prepared in accordance )
with label diféctions for infant con- e
sumption: : ot s

(1) A statement of the namber of

fluid ounces supplying’ 100 k1localor1es' o
(in case of food label statements a

rie is represented by
“Calone”) and

(2) A statement of the amount of

each of the followi tr
phed by 100 kilocalories:
“Nitrients ™ Unit of measurement
Protein .. ' Grams
al s Do.
Cargohydrate ..... Do.
Water Do.
Linolaic acid . Milligrams.
o Vitamins:
“Titamin A Intemational units.
... .. Vitamin D Do.
Vitamin E Do.
Vitamin K ... Micrograms.

Thiamine (Vnamm B))
Ribofiavin (Vitamin B> -
Vitamin B ..... .| Do.
Vitamin B 12
"Niacin .0
.. Folic acid (Folacin)
{ZPantothenic acid
Biotin ...peeieniensro-
<Vitamin C {Ascorbic acid) ..

in section 201 of the Federal ﬁ‘ood

Drug, and Cosmetic Act (the act):

Ezempt formula. A .
mula is an infan
commercial or-charl
that is represente X
by infants who have “inb

metabolism or low birth weight, or who

xempt infant for- .
i

Milligrams.
Do.

Choline
= inogitol .| Do.
Minerals:
- Calcium wwi | Milligrams.
Phiosphorus Do.
Magnesiur Do.

Do.
Do.
Micrograms.
| Do.

«ZiNG ..
..Manganese ..
Copper .........
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Nutrients Unit of measurement
1008 o s ;| Do. o
Sodiunt .. Milligrams.
Potassium . Do.
Chlonde ..... . 1 Do.

§107.20

be declared between jodine and sodium,

provided that —any ‘additionally de-'
clared nutrlent (i) has been | ified

(b) In addltlon the following ap :

(1) Vitamin A content may also be”
declared on the label in  units of
microgram Tetinol equlvalents vita-"
min D content in units of micrograms .

units of milligram”

dietary intake r '

tified as essential by “the Food and
Drug Admin g )
ERAL REGISTER publication or estab-

ol lishment of a U.S, Recommended Daily

Allowance, and (11) is ‘provided at a
level consmer ubhcamons

equivalents, and’ sod “potagsiim,
and chloride content in units of
millimoles,  micromoles, or milli-

‘equivalents. When these declarati

theses immediately followmg ‘the dec-
larations in Internatlonal “Units for vi-

S

... these levels are known
are made they shall appear in paren-

as having biol

(Information Collection requirements were
approved by the Office of Management and

tamins A, D, and E, and immediately

following the declarations in milli-

grams for sodium, potassium, and chlo-
ride,

(2) Biotin, choline, and inositol con-

tent shall be declared except when they
" are not added to milk-based infant for-

mulas.

(3) Bach of the listed nutrie
the caloric dens1ty, may als
clared on the label ont other bases, such

as per 100 milliliters’ “or per liter, as"

prepared for infant consumptlon
(4) One of the foll

panel as appropnate

" (i) The statement *
With Iron”, or a similar
the product contams 1 mi

more of iron in a quantity of product

that supplies 100 kﬂocalories when bre-
pared in accordance v
tiofis for infant consiimp

(ii) The statemeni “Additional Iron

May Be Necessary’’, or a 31m1“1a‘
ment, if the product contains less tha

1 milligram of iron in a qua.ntlty of
product that supplies 100 kilocalories

when prepared in accordance with 1a)
directions for infant ption.
(5) Any additions

~-For Preparation and Use”,

. ing statements
shall ‘appear on the principal display

vitamin may be
declared at the bottom of the vitamin

Budget under control number 0910—0159)

§107.20 Directions for use.

In addltmn to the apphcéble labelmg e

requirements in parts 101 and 105 of
this chapter, the product label shall
bear:

(a) Under the heading “Directions
directions
for:

(1) Storage of infant formula before
een

and after the contai
opene‘d mcludmg a statement 1
cating th ‘0longed storage at exces-

.sive temperatures should be avoided;

(2) Agit: tmg liquid infant

““pefore opening the container, such as
15 ,

Openmg”,
(3) “Stem ization” of water, bottle, '
and mpples when necessary for pre-

«.paring infant formula for use;

(4) Dilution of infant formula, when

«appropriate. D1rectlons for powdered
- infant formula shall com;a,m the weight
-~ and volume of powdered formula to be

reconsmtuted )
(b) In close proximity to the “Direc-"

“*tions for Preparation and Use” a picto-

gram deplctmg the major steps for

P "pa,ratlon ‘of that infant formula,

list and any additional minera.ls ‘may

“glch as (for a concentrated formula)
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§107.30

Sterilization is recommended.
Your physician will muu it
13 not Teguired.

Standard diintion is squal
amoants #f Mnﬁml
Liguid and walst |

1+1,

(c) A “Useby =

selected by the manufact;urer, packer

or distributor of the infant formula on
the basis of tests or other 1nformat10n :

” date the blank
to be filled in with the month and year

'$107.30° Exemptlons.

‘21 CFR Ch. I (4-1-01 Ediition)

if the addition of water is necessary.
The symbol shall be placed on a white
background encircled by a dark border.
(e) A warning statement beneath or
in close proximity to the “Dlrections
For Preparation and Use” that cau-
tions against improper- preparamon or
use of an infant formula, such as “THE

HEALTH OF YOUR INFANT DE-

PENDS ON CAREFULLY FOLLO

THE DIRECTIONS FOR PREPARA- =

TION AND USE”,

i A statement mdicatmg that par-
ents should consult their physicians
about the use of mfant formulas such

as “USE AS DIRECTED BY A PHYSI-
CIAN™. '

(Collection of
were approved by the Office of ‘Manzgement

and Budget (OMB) and a.ss:g‘ned OMB control

number 0910-0159)

showing that the mfant formula, until
that date, under the’ condltlons of han-
dling, storage, preparatlon,
prescribed by 1abel directions, will: (1)

when consumed, contain hot less than
the quantity of each nutrient, as set

and use .

~ When containers of ready~to -feed in-
fant formula, to be sold at the retail

level, are contamed w' in 2 multmmt N

information requirements

forth on its label; and (2) otherwise be the Fed

of an acceptable quality (e.g., pass

through an ordinary bottle nipple).

(d) The statement ‘‘Add Water” or
“Do Not Add Water”, as approprlate to

appear on the princmal display panel of
concentrated or ready-to—feed “infant
formulas. In close proximity to the

statement “Add Water’’, a symbol such”

as

appropriate sect;ions of part 101 of this

chapter, except that the labels of the
“individual containers contained within
the outer package shall be exempt

from compliance with the require-
ments of section 403 (e)(1) and (I)X2) of

.the act; and §§107.10 (a) and (b)2) and

107.20 (b), (e), and (f), provided that (a)
the multiunit packags méets ‘all the re- -
quirements of this part; (b) ‘individual
contamers are securely enclosed within

192




Food and Drug Administration, HHS

and are not intended to
from the reta1l package
tions of retall sale; and () t

i able dlstr

§107.50

May 21,71986, or on or before the 90th

i-  day before the first processing of the

fant formul mercial or char-

word “Retaxl" may be u

immediately following the word “Indl-A""‘

vidual” in the statement.

Subpart C—Exempt Iinfant
Formulas

§107.50 Terms and conditions.

(&) Terms and condztwns Sectlon )
412(£)(1) of the act exempts from ‘the re-
quirements of section 412(a), (b), and
(c)(1)(A) of the act infant formula
are represented and labeled for u

’v1ew ‘the mformatl:on under paragraph'”

““at the address specified in paragr:

(d) of this section.

(4) To retain the exempt status of an
infant formula covered by this para-
graph, when any change in mgredxents
or procésses that may result inan ad-

“yerse impact on levels of nutrients or
“gvailability of nutrients is instituted,

the manufacturer shall submit to FDA

(e)1) of this section, before the first

otherwise has an u
dietary problem, if such formulas )
ply with regulations prescmbed by the
Secretary. The regulations in this sub-
part establish the terms and conditions
that a manufacturer must meet with
respect to such infant’ formulas ‘

at the retail level. (1) These exempt in-

fant formulas can generally be P
chased from retail store shel ;
are read1ly available to~
Such formulas are also typleally rep--

“processing of the infant formula, the

label and other ‘labeling of the infant
formula, a complete quantitative for-

“mmulation for the 1nfant formula, a de—‘

tailed description of the reformulation

“and the rationale for the reformula—

tion, 'a complete description of the

change in'processing, and a detailed de-
(b) Infant formulas generally available

tion. i e
(5) A manufacturer may dev1ate from

" the requirements of paragraph (0)(2) of

. Ht:lOn e

paragraph comply ‘with the nutrient
requirements of section 412(g) of the
act or of regulations promulgated
under section 412(a)}@) of the act, the

quality cont;rol procedure requirements

of part ‘106, and the labeling require-
ments of subpart B of this part.

(3) To retain the exempt status of an
infant formula covered by t;his _para-

" studies). FDA wi

this section only with respect to those
specific Tequirements for which it sub-

‘mits to FDA, at the address specified

in paragraph (e)1) of this section, the
medical, nutmtxonal ‘scientific, or

“technological ‘rationale (including any

appropriate animal or human clinical
1 review that infor a-

purchase. Such f

tion under pararraph (d) of

(c) Infant formulas not generally avail-
able at the retail level. (1) These exempt

‘infant formulas are not generally found

on retail shelves for general consumer
yrmulas typically are
prescribed by a physic1an, and must be
requested from a pharmacist or are dis- "
tributed directly to institutions such_

as hospitals, clinics, and State or Fed-

~“eral agencies. Such formulas are also

to the Food and Drug Administratio

(FDA), at the address specified in para~

graph (e)}(1) of this section, on or before

1y to provide dietary managenient for

specific diseases or conditions the

193
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§107.50

clinically serious or life- threatening
and generally are requlred for pro-
longed periods of time.” Exempt infant
formulas_distributed d rectly to insti—
tutions such as hosp
State or Federal agenmes

the Same formulation as those gen- ;
erally available af the retail level are

“plied Nutrit

‘turers under paragraph (b) (3), (b) 4,

subject to the requirements. of para—

graph (b) of this section rather than to

the requirements of this paragraph.

(2) Except as provided for in para-
graph (c)(5) of this section, an infant
formula manufacture 11, with re-
spect to each form

act or of regulatlons promulgated
under section 412(a)(2) of the act, and
the labeling requlrements of subpart B
of this part.

(3) Each manufacturer of an i

formula covered by this parag’raph"'

shall estabhsh quallty control proce—

dures des1gned ‘to ensure that the in-

fant formula meetsapphcable nutrlent
requirements of this
any special nutrltion
for the specific “disord
for which the formula is represe ed
for use. Each manufacturer

vered by this™
paragraph comply with the nitrient
requirements of section 412(g) of the

procedures sufficien erm1t a public
health evaluation of “each manufac-
tured batch of infan _gymulﬂ 2 nd shall
permit any authorized FDA en mployee

at all reasonable times to have access

to and to copy ‘and verify the records
referred to in this paragraph.

(4) To retain the exempt st‘.a,tus of an
infant formula covered by this para-
‘graph, the’ rnanufac
the information requi ed by paragr )
{(b)(3) and (4) of this section. i

(5) A manufacturer may deviate from

the requirements of paragraph (c)(2) of
this section orily with respect to those

specific requirements for which it sub-

mits to FDA, at the address specifie

in paragraph (e)1) of this section, the

medical, nufritional, " scientific, or

technological ratlonale (mcluding any”

n ¢clinical

appropriate animal or hu
studies). FDA will review th

tion under paragaraph (d) ‘of this sec-

tion.

(6) The requlrements of this section
do not apply to an infant ‘formula, spe-

cially and 1nd1v1dually prepared for one

er shall submit =
=iy withdrawn, the manufacturer shall

~-comply with the nutrient requirements ==

“tions
:412(a)2) of the act, the quality control
‘requirements of part 106, and the label-
“ing requirements of subpart B of this
part.”

“'days after isstan

“sonis stated in the decision. If the agen-

21 CFRCh. | 4-1-01 ‘Edition)

‘or more spemﬁc infants on a phy51—

cian’s request.

(d) FDA review of erempt status. (1)
FDA's Center for Food Safety and Ap-
iew mformatlon

submitted by rmula manufac-

or (c)(4) of this section, On the ba

such review and other information

available to the agency, the Center for

Food Safety and Applied Nutrition
may impose additional conditions on,

or modify reqmrements for, the quahty
control procedures, nutrient specifica~
tions, or labeling of an infant formula,

or withdraw a product’s exempt status.

Such determinations will be made by
the Director of the Center
Safety and Applied Nt tion.
(@) If after com ‘ r

for Food Safety ‘and Apphed Nutrition
concludes that additional or modified

for Food

quality control, nutrient, or labeling
requirements are needed, or that a

product’s exempt status is with
the Center for Food v and
Nutrition will so Yy the manufac-
turer and thls notlﬁ ion will specn‘y

the reasons therefor Upon recelpt of

this notification, the manufacturer has

.10 working days to have the decision
reviewed under §10.75 by ‘the office of

the Commissioner of Food and Drugs.

~sA determination by the Director of the

Center for Food Safety and Applied Nu—

“trition that is not appealed becomes a

final agency decision.
(ii) After a final decision by the Di-

“rector or by the office of the Comm1s—_\

sioner that a product s exempt statusg

of section 412(g) of the act or of regula-
promulgated under section

(i) The compliance date for the
withdrawal of & product’'s exenipt sta-
tus or t;he imp051t10n of additiona )
'quahty control nutment

of the final .
except as otherwise prov1ded for rea-

cy determines that a health
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may exist and so notifies the manufac-

§107.100

ministration, 200 C St SW Wash—

turer, withdrawal of a product's ex-
empt status shall be efggggwe on the

ington, DEC 20204,

Q) ’ljhe manufacturer shall promptly

date of receipt of notification from the

Director of the Center for Tood fety

ifacturer has ™ -

““defined  in

and Applied Nutrition. "Additional or
modified requirements,
drawal of an exemption, apply only to

those formulas that are manufactured

or the with-

ptk

infant formula that has been pro
by the man facturer a

after the comphance date. A postpone-
ment of the compliance date may be
granted for good cause.

(3) FDA may decide that withdrawal o

of an_exemption is necessary when, on
the basis of its review under paragraph

(d)(1) of this section, it concludes that

quality control procédures are not a.de—:

quate to ensure that the formula con-

section” e
“,_412(0)(2) of “the “act) that rea,sonably
“supports the conclusion that an

Tan establlshment ub]ect to the control

isbranded

and if so adulterated or misbranded

presents a risk of human health, This ) - D

notification shall b

tains all required nutnents ‘that devi-
ations in nutrient levels are not sup-
ported by generally accepted sclenmflo,
nutr1t10na1 or medldal ramonale, or

part are not nece sary to provi

- shall be used. The manufact
r’ preparamon
mula, or that ™

additional la.behng informamon is” nec—;
essary.

(4) FDA will use the following cri-
teria in determming whether devi-

ations from the requirements’ ‘of ’ohls,;,

subpart are necessary and will ade-
quately protect the public health:

(1) A deviation from the nutrient re-
quirements of section 412(g) ‘of the act

or of regulations ‘promulgated under;v*'
section 412(a)(2) of the act is necessary’

to provide an infant formula that S ap-

propriate for the dietary managementf
of a specific dlsease, disorder, or med-

ical condition;

(ii) For exempt infant formulas sub-

ject to paragraph () of this sectxon a
“deviation from the quahty ‘control pro-

cedures requirements of part 106 is nec-_

essary because of »urgusﬁa,_l, or difficult

“plied  Nutri

“the following nutrients at a level

phone, to the Direc¢
priate FDA district

“'§5.215 of this “chapter. After normal

business hours (8 a.m. to 4:30 p.m.), the
FDA ‘emergency’ “filumber, 301—443—1240

I hall
send a followup written confirmat
td the Center for Food afe’cy and Ap-

Drug Admmlstramon 200 C St. SW..

‘Washington, DC 20204, ‘and to the ap-~

propriate FDA d1stmct ofﬁce specxﬁed
in §5 215. .

(Information Collection requirements were
approved by the Office of ‘Management and

....Budget under ¢ontrol number 0910-0i58) "~
{50 FR 48187, Nov. 22, 1985, as amended at 61‘

FR 14479, Apr. 2, 1996; 66 FR 17358, Mar. 30,
2001]

 subpart D—Nutrient Requirements

§107 100 Nutrxent specifications.
(a) "An infant formula shall

less than the minimum level specified

‘and not more than the maximum level ~ =~

technological problems in manufac-
turing the infant formula; and

(iii) A dev1at10n from the labehng re-
quirements of subpart B of this part is
necessary because label information,

including pictograms and symbols re- .

quired by those regulations, could lead
to inapproprlate use of the product -

(e) Notification requirements. (1) Infor-
mation required by paragraphs (b) and

(c) of this section shall be submitted to’

~ specified for each 1 e
the infant formula, in the form pre- e
pared for consumpmon as dxrected on -

n (HFS-605), Food and

the container:

Center for Food Se
trition (HFS-830), Food ‘and D

'fety ‘and Apphed Nu-
g N e

Nutrients Unit of messyre- B i
) men tovel | level
Protein Grams 1.8 4.5
Fat do 33 6.0
T Parcent calories 30 54
_Linoleic acid Milligranis 300
Percent calories 27
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§107.200

. . Min- Max-
Nutrients U',m of me{asu,re- imum | imum
men level level
Vitamins
Vitamin A7 7 77 | Internationat Units | 250 750
Vitamin D do 40 100
Vitamin E do
Vitamin K Micrograms
Thiamine {vitamin B8,) do
Riboflavin (vitamin By) do
Vitamin By do
Vitamin B;, do
Niacin' do
Folic acid (folacin) do
Pantathenic acid do
Biotin? ™ do

Vitamin C (ascorbw Milligrams
acid)

< 21 CFR Ch, |(4-'|—01 Edition)

rected on the ¢ontainer when 1ts bio-

logwal quahty is’ equlvalent to or bet—‘ T

that of casein, the minimum amount of
protein shall be 1ncreased proportxon—
ately to compensate for its lower blo—‘ )
logical quality. For example, an infant
formula containing protein with a bio-
logical quality of 75 percent of casein
shall contain at least 2.4 i
tein (1.8/0.75). No protein with 'a bio-
logical quality less than 70 pércent of
casein shall be used.

[50 FR 45108, Oct. 30, 1985)

Subpari E——lnfun F

V,ula Recalls ,

Choling? do 7
Inositol 2 k do 4
© Minerals

Calcium do {1 P .

Phosphorus do 30

Magnesium do 6

Iron’ do

Zinc do

Manganese Micrograms 5
.. Copper Micrograms 60

lodine do 5

Sodium Milligrams 20
: Potassium do Y 80

Chiloride do 55 150

1The genenc’te acin” includes macm (mcotmxc acic
and niacinamide (nicotinamide).
2 Required only for non-milk-based infant formulas.

In addition to the spec1flpatlons estab-

lished in the table in
vitamins and miner
also apply ‘

(b) Vitamin E shall be present at a
1

level of at least 0.7
of vitamm B per gra

(c) Any vitamin K added shall be dn

the form of phylloqumone
(d) Vitamin Be shall be present at a
level of at least 15 micrograms of vi 8-

min Bs for each gram of protem inexs

cess of 1.8 grams of protein ‘per 100
kilocalories of mfant formula in the

M§107 20
laws and regulations administered by‘ ; o
the Food and Drug Admmlstratxon

SOURCE: 54 FR_4008, Jan. 27, 1989, unless
otherwise noted.

§107.200 Food and Dmg Administra-
tion:required reca

When the Food and Drug Administra- -
tion dete,rmme‘swtlla,‘ | adulterated or

SS6ry to recall that formula, extend-
ing to and mcludmg the retail level,

-consistent with the requirements of

,thxs subpart

§107 210 Fu'm-lmtxated product re-

- movals.
(@) Ifa ‘manufacturer has determined

(FDA) ‘and that wonld be
legal action, the manufacturer, upon
prompt notification to FDA, shall ad-
mmlster such voluntary reoall con-"' ‘

form prepared for c sumptmn a.s di-

(e) The ratio of ¢
phorus in mfant form

(f) Protein shall
amount not to exoee
kilocalories regardl
not less than 1

- T quality, and
grams per’ 100

kilocalories of 1nfant formula, in the

“egal “action, such removal from the

5 grams per 100 market is deemed to be a market with-~ " "

drawal, as defined in §7.3() of this' =
chapter. As required by §107.240(a), the
manufacturer shall promptly notify

form prepared for consumptlon as di-.

FDA “of sieh vio‘lamve formula and

from the market =
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may, but is not required to, conduct

such market withdrawal consistent

with the requlrements of thxs subpart
pertalmng to product recalls.

§107.220 Scope and effect of infant

formula recalls.
(a) The requlrements of this subpart

apply:
(1) When the Food and Drug Adminis-

tration has determined that it is nec-.

essary to remove from ‘the mark

“rdividual” circiim
_ticular recall The 1

§107.230

(b) The recalling firm shall devise a

written recall trate 'sulted to the in-

Jpare

‘the public warning to be ‘given “about

any hazard presented by the infant for-
mula; the disposition of the recalle
fant formula; and the effecmve

checks that will be made to determine

that the recall is carrled ‘out,

admlmstered by the Food a;

ministration and that poses a rxsk to

human hea]th or
2 When a manuf;
mined that it is

from the market a s ributed infant

formula that:

(i) Is no longer subject to the manu-’

facturer's control;

(ii) Is in violation of the laws a
regulations administered by “the F
and Drug Admlmstratlon ‘and against

which the agency could 1n1t1ate legal

or regulatory actlon, and
(iii) Does not present a human risk.

(b) The Food and Drug Administra- -

lly the re-
e ppropriate

tion will mo
call actlon an ;
actions to ensu ,e
fant formula is remo
ket.

§107.230 Elements of an
mula recall

A recalling firm shall conduct an 1n- )
fant formula recall wn:h the followmgw'

elements:

(a) The recalling ﬁrm shall evaluate
in writing the hazard to h
~ associated with the use of the in

notify each of its affected direct ac-

counts about the recall ,The format of o

- (¢) The recalling firm shall promptly =~~~

mensurate w1th the

fant formula belng rec

strategy developed for the recall. The -

recall “communication shall in
consighees to report back qulckl
the recalling firm about whether they

are in possession of the recalled ‘infant

formula and shall 1nclude a means of

doing so. The recalled communication

shall also adv1se ‘consignees how to re- o
turn the recall mfa,nt formula to the

dispose of

lowup recall commumcatl n to J}a y
' ond to the

(d) If the infant formula presents a
risk to human health, the
firm shall request that each e
ment, at which such infant fo

le fi

pomt’of
tice of stch
ment. The notlce shall be provi

kth hazard evalua.tmn

“fration. The

loglcal effect that has been

- vreﬁuest that

could be caused by the mfant
N

the crxterla for Tec
have beenmet.

“that the ‘dgen’cy ‘cons
hcom‘pleted

“Jisted ih §5.915 of this ‘chapter, as they e
copies of the health haz-

are available,
“eval

call strategy, and

the; recallmg flrm atter approva,l of the o

A iline i
ders the recall_ﬁ )




§107.240

for a recall under §107. 200, the notice to

be displayed at retail esbabllshments)‘

directed to consignees, “distri
tailers, and members of the ‘public.

© [5¢ FR 4008, Jan. 27, 1989, as amieénded at 66
FR 17358, Mar. 80, 2001]

§107.240 Notification requlrements. ;

(a) Notification of a violative infant for—
mula, A manufacturer shall promptly
notify the Food and Drug “Administra-
tion when the manufac

the Federal Food, Drug, and Cosmetic
Act (the act)) that reasanably supports
the conclusion that an nt
that has been processed by the manu-
facturer and that has left an establi

1-
edge (as defined in sectlon 412(e)(2) of

21 CFR Ch.1 (4—1-0] Edi’rion)

_tion, mcludmg the followmg cumu-'
1at1ve information
fant

(1) Number

the recall, and date and method of no-

tification, including, for a recall pursu-

ant to §107.200 information about the

notice provided for retail dlsplay and T
“"the request for its display.

(ii) Number of conSIgnees respondmg
to the recall commi
tity of recalled infant forr
at the time it was recei

infant for
mula returned or corrected by each
consignee contacbed and th ,“quantlty”
of recalled infant formula
for. '

ment subject to the’ control of the m
ufacturer:

(1) May not provide the nutrients re--

quired by section 4123 of the act and

by regulations promulgated under sec-

tion 412(1)(2) of the act; or

(2) May be otherwise adulterated or

misbranded. )
(b) Method of notzfzcatzon The 1

cation made pursuant to §107.240(a)

shall be made, by telephone, to the Di-
rector of the appropriate Food and

Drug Administration district o‘fﬁce‘w
specified in §5.215 of this chapter ‘After’

normal business ho
p.m.), FDA’s emerg

(8 a.m. to 4:30
v number, 301-

443-1240, 'shall be used. The manufac--

turer shall send writ
of the notification to

Center for

=w (iv) Number and results of effective-
“ness checks that w ‘

(v) Estimated timefra 4es'for comple- "
tion of the recall,

(3) Status reports. The recalling firm =~
“ghall submit to the appropriate Food
and Drug Administration district office =
g written status report on the recall at -
least every 14 days until the recall is

terminated. The status report shall de-

scribe the steps taken by ‘the recalllng“ ‘

firm to carry out the recall since the

last report and the results of Fh?sﬁ‘t .
““gteps. i : i

[5¢ FR 4008, Jaii. 27, 1980, as amended at 61
FR 14479, Apr. 2, 1996; 66 FR 17359 Mar. 30,
2001]

’§ 107.250 Teﬁmatlon of an mfant for-

Food Sa.fety and Apphed Nutrition

(HFS-605), Food and Drug Administra-

tion, 200 C St. SW., Washington, DC
20204, and to the appropmate Food and

Drug Administration district ofnce”\;,/‘
“listed” in §5.215 of this chapter for
transmittal to the

specified in §5.215 of this chapter.

(c) Reports about an mfant formula re-

call—(1) Telephone report. When a deter-

mination is made that an infant for-

~ 605), for

« myula rec

Thé recalling firm may submlt a rec-
ommendation for termination of the

recall to the appropriate Food and '
Drug  Adminigtration '

mula is to be recalled, the recalling

firm shall telephone within 24 hours =

the appropriate Food and Drug Admin-

istration district office listed in §5. 115
of this chapter and shall provide rel-
evant information abou’o the 1nfant for-" ’

‘tion “shall - contam information sup-

Food‘»y e EOUR PRI A LY e ety »

strategy has be
will respond ‘within 15 days of receipt
by the Center for Food Safety and Ap-

mula that is to be recalled.
(2) Imitial written
days after the recall has begun, the re-

calling firm shall’ ‘provide a written re-

port to the dapbropriate Food and Drug
Administration district office. Theé re-

ort, “Within 14 firm

til 1t receives' final

. (HFS—GOS),‘of the re— e

ue to implement the =~ =

port shall contaln relevant informa-
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Food and Drug Administration, HHS

FDA's own audits or “from other

sources, demonstrating that th

conclude that a recall has n
fective if: )
(a) The recalling firm’s distributors

have falled to retrieve the, Xecalled 1n- -

e recall
has not been effective. The agency may

fant formula or

(b) Stocks of the recalled infant for-

mula remain in dist s
that are not in dlrect control

calling firm.
[54 FR 4008, Jan. 27, 1989, as amended at 61

FR 14479, Apr. 2, 1996; 66 FR "17359, Mar, 30,

2001}

§107.260 Revision of an infant fgg:g}ula

recall

If after a review of the
firm’s recall strategy or
ports or other monitoring o
the Food and Drug Administration ¢
cludes that the ac
firm are deﬁclen s

tify ‘the recallmg firm of any sérious™

deficiency. The agency may require the
firm to:
(a) Change the extent of the recall, if

the agency concludes on the basis of

available data that the depth of the re-
call is not adequate in light of the risk
to human health presented by the in-
fant formula.,

(b) Carry out additional effectiveness

§108.3

§107.280 Records retentlok

er of an lnfant fOr-'/’
mula shall make and rétain such

. records respectmg the distribution of T

the infant formula through any estab-
lishment owned or operated by such’
manufacturer as may ‘be mecessary to
effect and monitor recalls of the for-

ch records shall be retamed”f“” O e e

(Collectlon of 1nformat10r; requirements in.
this se d' by the Office of
Management and Budget dunder OMB control )
nimber 0910-0188) )

- PART 108—EMERGENCY PERMIT
R R Y P

" "subpart A—General Provisions

Sec.

""108.3 Definitions.

108.5 Determmatmn of the need for a per- e
mit, S

108.6 Revocation of determination of need
for permit, termina b B

108.7 Issuance or denial of permit.

108.10 Suspension and remstatement of per-
mit

108 1 I rmg, processmg, or pack-
“ing without'a permif: or m v1olation of a
‘permit.

108 19 Establishment of requlrements for ex-
emptlon from section 404 of the act,

checks, if the agency’s audlts, or other

_information, demenstrate that the re-

call has not been eff

(c) Issue addltlona n
the firm’s direct ac
cy’s audits, or other informa
onstrate that the or1g1na1 notuf

were not received, or were disrege dedV )

ina sxgmficant number of cases.
§107.270 Compliance with this st
part. T ) -

A recalling firm may satisfy the re-
quirements of this subpart by any’

means reasonable calculated to ‘meet

.. Conditions _for
Comp
. mit

Exemption From or
ce Wifh ‘an Emérgency Per-

108.25 Acidified foods.

: "108 35 Thermal processirig of Tow-acid ‘foods’

~packaged in hermetically sealed con-
tainers.

" AUTHORITY: 21 U.S.C. 342, 344 371,

SOURCE: 42 FR 14334, Mar. 15, 1977 unless‘
otherwise’ noted e

Subpart A—Genercl Provisions

- the obligations set forth in this Sub-‘

§ 1083 Deﬁmtlon

part E. The recall g\ndance in subpart
Cof part 7 of this chapter specify’ p;‘o-
cedures that may be useful to a recall~
ing firm in determlmng how to comply

with these regulations.” =

{54 FR 4008, Jan. 27, 1989, as amended at 65
FR 56479, Sept. 19, 2000]

, terms,whe;} u

(a) The deﬁmm contamed in
tion 201 of the Federal Food Drug. and
. Cosmetic Act ar pphcable to such

‘(6) ‘Commissioner. nis the Cominis-
sioner of Food and Drugs.
""" (c) Act means the Federal Food,
Drug, and Cosmetic Act, as amended i
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